A

\_

4 10.CFR 31

Fom& 77525,433 ’ Form Approved

U.S. ATOMIC ENERGY COMMISSION . Jstug%ln‘%:gcu Né

REGISTRATION CERTIFICATE-IN VITRO TESTING ,
WITH BYPRQDUCT MATERIAL UNDER GENERAL LICENSE ;

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, and hospitals to possess
certain small ‘quantities of byproduct material for in vitro clinical or laboratory tests not involving the internal or external
administration of the byproduct material or the radiztion therefrom to human beings or animals: Possession of byproduct
material under 10 CFR 31.11 is not authorized until the physician, elinical laboratory, or hospital has filed Form AEC-483 and
received from the Commission a validated copy of Form AEC-483 with registration number.

) ® .
’ . 3.1 her;by apply for a registration aumber pursuant to §
Pwped Supdhra Y - 73111, 10 CFR 31 for use of byproduct materls for

j’ ddﬁb { h/ﬂ / M 4 : (please check one block only)

(<7 /457/7/7 htwr VYOV B o Myt & dy loewsed physician authorized  to
'7'7[6/751‘5 W‘ U”‘ O%/O O b. The above-named clinical laboratory. .

O <. The above-named hospital.
4. To be completed by the Atomic Energy Commission

INSTRUCTIONS
1. Submit this form in triplicate to: Registration number:
United States Aw& Energy (;_.'omndssion 5687 : - 5687
Attention: ctorate of Licensing,
Materials Branch FOR THE U. 8§, HU TORY COMMISSION
Washington, D.C. 20545 4
2. Please print or type the name and address @Qr
(including zip code) of the registrant N L
physician, clincial laboratory, or hospital for - o %}
hy for whch this registration form is ‘
" filed. Position the first lettes of the address Shirley A. Crutchfiel Hovember 19, 1980
below the left dot and do not extend the {Leave this space blank—-number to be assigned by AEC}

address beyond the right dot. (At AEC, a
registration number will be assigned and a
validated copy of Form AEC-483 will be
returned.)

5. If place of use is different from address in [tem 1, please give complete address:

6. Certification:

I hereby certify that:
a. All information in this registration certificate is true and compiete. .

b. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used under the
general license of 10 CFR 31.11. The tests will be performed only by personne! competent in the use of the instruments and in the handling
qf the byproduct materials. -

¢. I understand that Commission regulations require that any change in the information furnished by a registrant on this registration cestificate
be reported to the Directorate of Licensing, Materials Branch, within 30 days fram the effective date of such change,

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10 CER 31 (reprinted on the reverse side of this form); and I
understand that the registrant is required to comply with those provisions as to all byproduct materiat which he receives, acquires, possesses,
uses, or transfers under the general license for which this Registration Certificate is filed with the ic Energy Commission.

Dnte //'/J ‘ﬁ

Signature of pe;son filing form

\T 0~gl/"0blﬂia; muﬂ/

Frinted name and title 6F position of person filing form

WARNING~18 U.S.C., Section 1001; Act of Juna 25, 1928; 82 Stat. 749; makas it & criminal offsnse to make a willifully false ;tatement or
representation to any department or agency of the United Statas as to any matter within its jurisdiction,




\
CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 e

§31.11 General license for use of iodine-125
or jodine-131 for in vitro clinical or
laboratory testing,

(2) A general licenss is hereby issued to any
physician, clinical laboratory, or hospital to
receive, acquire, possess, transfer or uss, for any
of the following stated tests, in accordance with
ths provisions of paragraphs (b), (c), (d), (8),
and (£) of this section, ths following byproduct
materiais in prepackaged units:

(1) lodine-125, in units not exceeding 10
microcuries each for use in vitro climical or
laboratory tests not involving intermal or
external administration of byproduct material,
or ths radiation therefrom, to humas beings or
animais,

(b) No person shail receive, acquire, possess,
uss or transfer byproduct material pursuant to
the general licensa established by paragraph (2)
of this section uatil he has filed Form
AEC-33, “Registration Certificate-In Vitra
Testing with Byproduct Material Under General
License™, with ths Directorate of Licensing,
Materials Branch, US. Atomic Energy
Commission, Washington, D.C. 20545, and
received from the Commission a validated copy
of Form AEC-483 with registration number
assigned. The registrant shall fumnish on Form
AEC4483 ths following information znd such
other information as may be required by that
form: :

(1) Name and adress of the registrant;

(2) The location of use; and

(3) A statement that the registrant has
appropriats radiation measuring instruments to
carry out in vitro clinical or laboratory tests
with byproduct materials as authorized under
the general licenss in paragraph (a) of this
section, and that such tests will bs performed
only by personnel competent in the use of such
instruments and in the handling of the
byproduct materials,

(¢) A person who rectives, acquires,

possesses or uses byproduct material pursuant
to- the general license established by paragraph
(2) of this section shall comply with the
following:

(1) The general licenses shall not possess at
any onse tims, pursuant to the general license in
paragraph (a) of this section, at any one
lecation of storage ‘or uss a total amount of
iodine-125 and/or iodine-131 in excess. of 200
microcuries,

(2) The gemeral licenses shall store ths
byproduct material, until used, in the-original

_ shipping container or in a container providing

equivalent radiation protection.

(3) The general licenses shall uss the
byproduct material only for the uses authorized
by paragraph (2) of this section.

(4) The general licensee shall not transfer
ths byproduct material to a person who is not
suthorized to zeveive it pursuant to 3 licenss
issued by ths Commission or an Agreement
State,! nor transfer the byproduct material in
any manner other than in the unopened,
labeled shipping container as received from the
supplier.

(d) The general licenses shall not receive,
acquire, possess, or use byproduct material
pursuant to paragraph (a) of this section:

(1) Except as prepackaged units which are
labeled in accordance with the provisions of a
specific license issued under the provisions of
§32.71 of this chapter or in accordance with
the provisions of a specific licenses issued by an

YA State to which the Commission has
transferred certain regulstory authority over
radioactive material by formal agreement,
pursuant to section 274 of the Atomic Energy
Act of 1954, a3 amendad,

Agresment State, which authorizes
manufacture and distribution of iudine-125 or
iodine-131 for distribution to persons genera)™
licensed by the Agreement Stata,
(2) Unless the following statement, o.

substantially similar statement which co

the information called for in the following
statement, appears on a label affixed to each
prepackaged unit or appears in a leaflet or
brochure which accompanies ths package:

This radioactive material may be received,
acquired, possesed, and wused only by
physicians, clinical !aboratories or hospitals and
oanly for in vitro clinical or isboratory tests not
involving internal or external administration of
the material or the radiation therefrom to
human beings or animals. Its receipt,
acquisition, possession, use, and transfer- are
subject to the regulations and a zeneral licenss
of the U.S, Atomic Energy Commission orof 2
State with which the Commission has entersd
into an agreement for the exercise of regulatory
authority.

Name of manufacturer

(¢) The registrant possessing or using
byproduct materials under ths general licenss
of paragraph (a) of this section shall report in
writing to ths Directorate of Licensing,
Materials Branch, any changes in information
furnished by him in the ‘“Registration
Certificate—In Vitro Testing with Byproduct
Material Under General License”, Form
AEC- 483, The report shall be furnished within
30 days after the effective date of such change.

(f) Any person using byproduct materiz

7

pursuant to the general licenss of paragraph (a, \_/

of this section is exempt from the requirements
of Part 20 of this chapter with respect to
byproduct materials covered by that general
license,

If larger quantities or other forms of b
“Application for Byproduct Material Licenss,”

and registration forms may be obtained from the United States Atomic Energy Commission, Washington,

Directorate of Licenting. )

NOTE

yproduct material than those specified in the general license of 10 CFR 31.11 are required, z2n
Form AEC-313, shouid be filed to obtain a specific byproduct material license. Copies of application

D.C. 20545, Attention: Materials Branch,

o —/



